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510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

Submitter's Name: Intra-Lock International
6560 West Rogers Circle
Boca Raton, FL 33487

Phone: (561)447-8282
Facsimile: (561)447-8283
Contact Person: Diana Taylor
Date Prepared: August 4, 2011

Name of Device: Intra-Lock 15* Angled Abutment

Common Name: 150 Angled Abutment

Classification Name: Endosseous Dental Implant Abutment 21 CFR 872.3630

Predicate Devices: K103194, Intra-Lock Dental Implant System with
Blossom

Intended Use/indications: lntra-Lock0 15* Angled Abutments are intended for use
with lntra-LockO dental implants to support a prosthetic
device in partially or fully edlentulous patients. The
abutments may be used in single and/or multiple tooth
application in the mandible or maxilla.

Technological Characteristics: The subject lntra-Lock0 150 Angled Abutment has a narrow
prosthetic in terface (SQ Platform) and therefore only mates with implants having SQ Platform.
The SQ Platform abutments are anodized a magenta color.

Mechanical Testing: The subject Intra-Lock® lS0Angled Abutment had static and dynamic
fatigue testing performed in accordance with ISO 14801:2007 and submitted in this 510(k).

Substantial Equivalence: The subject Intra-Lock® 15*Angled Abutment has the same basic
design, and technological characteristics, identical materials, intended use / indications,
principles of operation, instructions for use and packaging as the predicate devices in K103194.
The minor differences between the subject Intra-Lock® l50angled abutment and it's predicate(s)
raise no new issues of safety or effectiveness. Therefore, the subject Intra-Locko ls 0angled
abutment is substantially equivalent to the predicate abutments.
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nila-Lock International, Incorporated
C/O Mis. Angela [3 ack well
Sen iou Con1sul hnt
Biologics Consulting Group
6560 West Roucus Circle
B~oca Raton, Florida 33487

Re: K I111199
Trade/Device N ame: 11114- Lock®l 15' Angled Abutmenut
Reg(ulation Number: 2 1 CUR 872.3630
Regulation Name: f'n1dosseous Dental Implant Abutment11
Reg-ulatory Class: 11
Product Code: NI-A
Dated: July 28, 2011
Received: July 29, 2011

Dear NMs. Blackwell:

\Ve have reviewed your Sectio O5 510(k) premarket notification of intent to market tile device
referenced above and have determined the device is substantially equivalent (for the
indications for Use stated in tile enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to Mlay 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance wvith the provisions of
the Federal Food, Drug, anld Cosmetic Act (Act) that do not require approval of a preMarket
approval application (P)MA). You may, therefore, market the device, subject to the general
conltrols provisions of the Act. The general controls provisions of the Act include
requirementCIs for annual registration, listing of devices, good manufacturing practice,
labeling, and prohlibitions against misbranding and adulteration. Please note: CDRI-I does
not evaluate information relIatedl to contract liability warranlties. We remind you, hIowever,
that device labeling must be truthful and not misleadin1g.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl
(PN4A). it may be Subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 2 1 , Parts 800 to 898. In
addci tion. FDA may publish further announcements colleeriing your device in the Federal
Rewster.



IPaue 2 - NIS. lBlackwvell

Please be ad visect that I'D V s issuance o I a sLubstantial equLivalence determination does not
mecan that F IDA has made a determuiulat ion that your devxice complies Wvith other reqiremntls
of'the Act or an" Federal Statutes and regu iat ions admninistered Kv other Federial agenc ies.
YOU LIMust coinI plWxi th all the ACcs reqU i rei nentS, iInel Ld ing., but not Jimi ted to: ie USI ia lion
and listing (2 1 CU"R Part 807); labeling, (2 1CUR Part 801); medical device reporting
(reporting o i nedical dex'ice-re toted advxerse events) (2 1CUR 803); good m1an I the turing
piact ice requirementus aS set forth in the quial ity systemns (QS) regulation (2 1 CU"R part 820);
and if applicable, the electronic produLct radiation Control provisions (Sections 53 1-542 of
the Act); 21 CUR 1000-1050.

If you desire specific advice for 5'our dex'ice Onl our labeling regulation (21 C FR Part 801I);
please go toht:fxw.faovbotlACeesffcsC l-CD -llis
/LiCmI I I 5809.h1ti for- the Center for IDevices and Radiological l-ealth's (CD)RI-I 's) OI'fice of'
Compliance. Also, please note the regIilati on entitled, "Ni isbranding by ref-erence to
premnarket notification" (21 CUR P)art 807.97). For qluestions regarding the reporting of'
adverse events under~f the MDR regulation (2 1 CUR Part 803), please go to
hittl)://\vxvv. fcla,.uov/MNedicailDe\vices/Sfet/RelottaProbleii/defLlt.1h111 for the CDRI-I s
Office of'Surveillance and Biomnetrics/Division of'Postmarket Surveillanic.

You may obLain other general in f'ormation on your responsibilities Ltnder the Act from the
Division of Smuall Manufacturers, International and Consumer Assistance at its toll-fre
nuimber (800) 638-2041 or (301) 796-7100 or at its Internet address
lhttl)://\\vwx\\vI'ca.Lovi/lecdicalDe\viCS/ReSOL11reSf'OlYOI/lldListi-/ defaLiltIlltll

Sincerely yours,

Anthony D. \Vatson, B.S., MvfS.. M.B.A.
D~irector
Division of Anesthesiology, General H-ospital,

Infection Control and Dental Devices
Office of Device Evailtation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) Number: K1 11199

Device Name: Intra-Lock® 150 Angled Abutment

Indications for Use:

Intra-Lock® 15* Angled Abutments are intended for use with Intra-Lock® dental implants
to support a prosthetic device in partially or fully edentulous patients. The abutments
may be used in single and/or multiple tooth application in the mandible or maxilla.

Prescription Use -X___ AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

(PLEASE DO NOT WRJTE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

(DivsionSignOft)DRH, Office of Device Evaluation (ODE)

Division of Anesthesiology, General Hospital
infection Control, Dental Devices
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